s

Table 38: Reasons for Study Termination from MDAP by treatment (3 cycles

combined); N49-00-06-130

Reason for Withdrawal Placebo Celecoxib Naproxen Na
(N=79) (N=94) (N=107)

Took rescue medication 6 (8%) 13 (14%) 10 (10%)

Lost to follow-up 0 (0%) 0(0%) 0 (0%)

i Protocol violation 0 (0%) 0 (0%) 0 (0%)
Protocol noncompliance 4 (5%) 2(2%) 2 (2%)
Adbverse sign 0 (0%) 0 (0%) 0 (0%)

1 Withdrawn 10 (13%) 15 (16%) 12(11%)

| Completed treatment cycle 69 (87%) 79 (84%) 95 (89%)

Table 39: Patient Demographics; N49-00-06-130

l Seq 1 I Seq 2 Seq3 Seq 4 Seq 5 T Seq 6 P-value
Age N 26 26 24 25 26 27 0.043

Mean 34.1 33.2 29.9 28.3 317 333
Std dev 8.27 7.22 6.89 6.85 8.38 6.74
Race Caucasian 20 23 19 16 22 24 0.731
Black 1 2 2 3 1 1
Asian 2 0 0 1 0 0
Hispanic 3 1 3 4 3 2
Other 0 0 0 1 0 0
Height N 26 26 24 25 26 27 0.357
Mean 162.15 164.95 165.10 165.13 166.22 163.87
Std dev 7.711 5.404 6.354 8.316 6.127 6.342
Weight | N 26 26 24 25 26 27 0.028
Mean 70.06 71.74 72.01 86.72 78.99 69.16
Std dev 23.916 | 15.948 14.719 25330  28.726 15.591

2. seql=ABC,5eq2=CAB,seq3=BCA,scqd=ACB,seq5=CBA,5eq6=BAC
where A = Celecoxib, B=Naproxen Na, C=Placebo

Table 40: Baseline Menstrual Cramping Pain by Treatment; N49-00-06-130

Baseline Pain Intensity Placebo Celecoxib Naproxen Na P-value
(N=129) (N=124) (N=123)
Moderate 80 (62%) 80 (65%) 76 (62%) 0.885
_ Severe 49 (38%) 44 (35%) 47 (38%)

Total 129 124 123




Table 41: Pain Intensity Difference (PID, Categorical Scale, Extrapolated) Means, (Std

Dev), and Fisher’s Protected LSD Comparisons - LOCF; N49-98-02-129

1 Time Description Placebo Celecoxib Naproxen Na
T 025 Mean (Std dev) 0.10 (0.39) 0.06 (0.40) 0.05 (0.38)
LSD comparison A A A
050 ° Mean(Std dev) 0.18 (0.60) 0.27 (0.65) 0.35 (0.69)
LSD comparison B AB A
0.75 Mean (Std dev) 0.41(0.74) 0.49 (0.78) 0.61 (0.82)
LSD comparison B B A
1.00 Mean (Std dev) 0.58 (0.85) 0.69 (0.87) 0.93 (0.92)
LSD comparison B B A
1.50 Mean (Std dev) 0.72 (1.00) 1.00 (0.97) 1.30 (0.96)
LSD comparison C B A
2.00 Mean (Std dev) 0.77 (1.04) 1.24 (0.99) 1.47 (0.97)
) LSD comparison C B A
I 300 Mean (Std dev) 0.84 (1.06) 1.44 (1.03) 1.71 (1 03)
! LSD comparison . C B A
T 400 Mean (Std dev) 0.92 (1.10) 1.49 (1.05) 1.74 (0.99)
LSD comparison C B A
5.00 Mean (Std dev) 0.88 (1.10) 1.51(1.11) 1.74 (0.99)
LSD comparison C B A
6.00 Mean (Std dev) 0.89(1.17) 151 (1.11) 166 (1.01)
LSD comparison B A A
7.00 Mean (Std dev) 0.76 (0.76) 1.48(1.12) 1.56 (0.98)
LSD comparison B A A
8.00 Mean (Std dev) 0.71 (1.15) 1.45 (1.13) 1.45 (1.03)
LSD comparison B A A
SPID38 Mean (Std dev) 5.96 (7.19) 10.06 (7.09) 11.48 (6.42)
LSD comparison C B A
9.00 Mean (Std dev) 0.71 (1.16) 1.38(1.11) 1.39 (1.10)
LSD comparison B A A
10.00 Mean (Std dev) 0.70 (1.18) 1.35(1.12) 1.39(1.10)
LSD comparison B A A
11.00 Mean (Std dev) 0.70(1.17) 1.30 (1.14) 1.33 (1.09)
LSD comparison B A A
12.00 Mean (Std dev) 0.65 (1.16) 1.23 (1.19) 1.26 (1.14)
LSD comparison B A A
SPID12  Mean (Std dev) 8.75(11.30) 15.43 (11.04) 16.94 (9.86)
LSD comparison B A A




Table 42: Pain Relief (PR, Extrapolated) Means, (Std Dev), and Fisher’s Protected LSD
Comparisons - LOCF; N49-98-02-129

[ Time Description ] Placebo [ Celecoxib -Naproxen Na
. 025 Mean (Std dev) 0.23 (0.58) 0.20 (0.60) 0.20 (0.60)
LSD comparison A A A
0.50 Mean (Std dev) 0.52 (0.89) 0.55 (0.90) 0.70 (1.02)
LSD comparison A A A
0.75 Mean (Std dev) 0.94(1.12) 1.01 (1.13) 1.14 (1.22)
LSD comparison A A A
1.00 Mean (Std dev) 1.26 (1.24) 1.45 (1.40) 1.59 (1.36)
- LSD comparison A A A
) 1.50 Mean (Std dev) 1.60 (1.41) 1.91 (1.44) 2.31(1.45)
LSD comparison C B A
2.00 Mean (Std dev) 1.69 (1.50) 2.35(1.48) 2.74(1.37)
LSD comparison C B A
3.00 Mean (Std dev) 1.77 (1.53) 2.63 (1.50) 3.06 (1.40)
LSD comparison C B A 1
4.00 Mean (Std dev) 1.89 (1.59) 2.67(1.54) 3.05(1.42)
LSD comparison C B A
5.00 Mean (Std dev) 1.84 (1.61) 2.66 (1.58) 3.01(1.49)
LSD comparison B A A
6.00 Mean (Std dev) 1.87 (1.66) 2.67(1.56) 3.00 (1.51)
LSD comparison B A , A
7.00 Mean (Std dev) 1.70 (1.61) 2.66 (1.58) 2.79 (1:47)
LSD comparison B A A
8.00 Mean (Std dev) 1.58 (1.68) 2.57(1.61) 2.70 (1.49)
LSD comparison B A A
TOTPARS Mean (Std dev) 12.82(10.23) . 18.28 (10.21) 20.59 (5.18)
LSD comparison B A A
9.00 Mean (Std dev) 1.53 (1.68) 2.45(1.61) 2.62 (1.58)
LSD comparison B A A
10.00 Mean (Std dev) 1.54 (1.71) 2.41(1.61) 2.60 (1.58)
LSD comparison B A - A
11.00 Mean (Std dev) 1.49 (1.72) 2.30(1.65) 2.49 (1.58)
LSD comparison B A A
12.00 Mean (Std dev) 1.43(1.68) - 2.20(1.73) 2.42(1.59)
LSD comparison B ] A A
TOTPAR _Mean (Std dev) 18.89 (16.23) 27.82 (15.82) 30.85 (14.25)

12 LSD comparison B A A




Table 43: Pain Intensity Difference and Pain Relief (PRID, Categorical Extrapolated)
Means, (Std Dev), and Fisher’s Protected LSD Combdarisons - LOCF: N49-98-02-129

Time Description Placebo Celecoxib Naproxen Na ]
0.25 Mean (Std dev) 0.33 (0.90) 0.26 (0.92) 0250389 -
LSD comparison A A A
0.50 Mean (Std dev) 0.70 (1.40) 0.82 (1.48) 1.05 (1.64)
LSD comparison B AB A
0.75 Mean (Std dev) 1.35 (1.78) 1.50 (1.83) 1.75(1.96)
LSD comparison B AB A
1.00 Mean (Std dev) 1.84 (2.00) 2.14 (2.21) 2.52(2.21)
LSD comparison B AB A
1.50 Mean (Std dev) 2.33 (2.33) 2.92(2.33) 3.60 (2.33)
LSD comparison C ' B A
2.00 Mean (Std dev) 2.46 (2.46) 3.59 (2.40) 4.21(2.21)
LSD comparison .C B A
3.00 Mean (Std dev) 2.61 (2.51) 4.07 (2.45) 4.77 (2.35)
LSD comparison C B A
4.00 Mean (Std dev) 2.80 (2.61) 4.17(2.52) 4.79 (2.32)
LSD comparison C B A
5.00 Mean (Std dev) 2.71 (2.62) 4.16 (2.61) 4.75 (2.34)
LSD companson C B A
6.00 Mean (Std dev) 2.75(2.76) 4.19 (2.59) 4.66 2.44)
LSD comparison B A A
7.00 Mean (Std dev) 2.46 (2.67) 4.14 (2.63) 436 (234
LSD comparison B A A
8.00 Mean (Std dev) 2.29(2.76) 4.02 (2.66) 4.15 (2.44)
LSD comparison B A A
SPRID8  Mean (Std dev) 18.78 (16.92) 28.34 (16.82) 32.06 (15.01)
LSD comparison C B A
9.00 Mean (Std dev) 2.24(2.77) 3.83(2.63) 4.01 (2.59)
LSD comparison B A A
10.00 Mean (Std dev) 2.25(2.82) 3.76 (2.63) 3.98 (2.60)
LSD comparison B A A
11.00 Mean (Std dev) 2.19 (2.81) 3.59(2.70) 3.82 (2.55)
LSD comparison B A A
12.00 Mean (Std dev) 2.07 (2.76) 343 (2.78) 3.68 (2.63)
LSD comparison B A A
SPRID12 Mean (Std dev) 27.64 (26.79) 43.24 (26.06) 47.79 (23.23)
LSD comparison B A A




Table 44: Pain Iptensity Difference (PID, Categorical Scale, Extrapolated) Means, (Std

Dev), and Fisher’s Protected LSD Comparisons; N49-98-02-130

Time Description Placebo Celecoxib Naproxen Na
0.25 Mean (Std dev) 0.02 (0.38) 0.06 (0.23) 0.02 (0.30)
LSD comparison A A A
0.50 Mean (Std dev) 0.13 (0.58) 0.17 (0.53) 0.16 (0.48)
LSD comparison A A A
0.75 Mean (Std dev) 0.21 (0.66) 031 (0.63) 0.40 (0.70)
LSD comparison B AB A
1.00 Mean (Std dev) 0.41 (0.77) 0.55(0.77) 0.76 (0.89)
LSD comparison B B A
1.50 Mean (Std dev) 0.63 (0.84) 0.84 (0.90) 1.17 (0.94)
LSD comparison C B A
2,00 Mean (Std dev) 0.73 (0.89) 1.15 (0.95) 1.47 (0.91)
LSD comparison C B A
3.00 Mean (Std dev) 0.90 (1.02) 1.33 (0.97) 1.64 (0.88)
LSD comparison C B A
4.00 Mean (Std dev) 0.99 (1.06) 1.51 (1.00) 1.78 (0.86)
LSD comparison C B A
5.00 Mean (Std dev) 1.03 (1.08) 1.50 (1.01) 1.79 (0.87)
LSD comparison C B A
6.00 Mean (Std dev) 0.96 (1.14) 1.50 (1.03) 1.78 (0.89)
LSD comparison C B A
7.00 Mean (Std dev) 0.96 (1.16) 1.43 (1.04) 1.75 (0.93)
LSD comparison - C B A
8.00 Mean (Std dev) 0.93 (1.20) 1.40 (1.05) 1.71 (0.94)
1 LSD comparison C B A
| SPID8 Mean (Std dev) 641 (6.82) 9.60 (6.34) 11.71 (5.63)
| LSD comparison C B A
‘ 9.00 Mean (Std dev) 0.93 (1.20) 1.38(1.10) 1.68 (0.96)
LSD comparison C B A
1000  Mean (Std dev) 0.89 (1.19) 1.24(1.12) 1.60 (1.03)
LSD comparison C B A
11.00 Mean (Std dev) 0.87 (1.18) 1.18(1.10) 1.52 (1.06)
LSD comparison C B A
12.00 Mean (Std dev) 0.88 (1.18) 1.12(1.14) 1.46 (1.06)
LSD comparison C B A
SPID12  Mean (Std dev) 10.01 (11.01) 14.66 (10.04) 18.10 (8.86)
LSD comparison C B A




Table 45: Pain Relief (PR, Extrapolated) Means, (Std Dev), and Fisher’s Protected LSD
Comparisons - LOCF; N49-98-02-130

Time Description Placebo -~ |  Celecoxib Naproxen Na
0.25 Mean (Std dev) 0.17 (0.60) 0.16 (0.47) 0.17 (0.52)
LSD comparison A A A
0.50 Mean (Std dev) 0.39 (0.87) 0.44 (0.94) 0.46 (0.83)
LSD comparison A A A
0.75 Mean (Std dev) 0.65 (1.09) 0.80 (1.06) 098 (1.15)
LSD comparison B AB A
1.00 Mean (Std dev) 0.96 (1.25) 1.23(1.29) 1.54 (1.30)
LSD comparison C B A
1.50 Mean (Std dev) 1.37(1.34) 1.70(1.36) 2.26 (1.39)
LSD comparison C B A
2.00 Mean (Std dev) 1.56 (1.56) 2.20(1.45) 2.70(1.32)
LSD comparison C B A
3.00 Mean (Std dev) 1.83 (1.50) 2.51 (1.48) 2.98 (1.24)
LSD comparison C B A
4.00 Mean (Std dev) 1.94 (1.60) 2.73 (1.49) 3.17 (1.22)
LSD companson C B A
5.00 Mean (Std dev) 1.99 (1.65) 2.72 (1.53) 3.22(1.249)
LSD comparison C B A
6.00 Mean (Std dev) 1.92 (1.68) 2.70 (1.55) 3.17 (1.28)
LSD comparison C B A
7.00 Mean (Std dev) 1.87 (1.87) 2.69 (1.52) 3.10(1.34)
LSD comparison C B A
8.00 Mean (Std dev) 1.81 (1.81) 2.64(1.54) 3.01(1.38)
LSD comparison C B A
TOTPAR8 Mean (Std dev) 12.98 (10.20) 17.98 (9.49) 21.27 (7.80)
LSD comparison C B A
9.00 Mean (Std dev) 1.81 (1.74) 2.55 (1.60) 2.93 (1.45)
LSD comparison C B A
1000 _Mean (Std dev) 1.78 (1.73) 2.40 (1.62) 2.83 (1.49)
LSD comparison C B A
11.00 Mean (Std dev) 1.74 (1.75) 2.28(1.65) 2.75 (1.52)
LSD comparison C B A
12.00 Mean (Std dev) 1.78 (1.77) 2.18(1.72) 2.64 (1.56)
LSD comparison C B A
TOTPAR _ Mean (Std dev) 20.10 (16.29) 27.62 (14.69) 32.62 (12.45)
12 LSD comparison C B A




Table 46: Pain Intensity Difference and Pain Relief (PRID, Categorical Extrapolated)
Means, (Std Dev), and Fisher’s Protected LSD Comparisons - LOCF; N49-98-02-130

| Time Description Placebo Celecoxib Naproxen Na
0.25 Mean (Std dev) 0.20 (0.91) 0.21 (0.66) 0.19 (0.72)
LSD comparison A A A -
0.50 Mean (Std dev) 0.52 (1.39) 0.62 (1.38) 062(1.21)
LSD comparison A A A
0.75 Mean (Std dev) 0.86 (1.67) 1.10(1.61) 1.38 (1.77)
LSD comparison B AB A
1.00 Mean (Std dev) 1.37 (1.95) 1.78 (1.92) 2.30 (2.1D)
LSD comparison C B A
1.50 Mean (Std dev) 2.00(2.11) 254 (2.17) 3.442.29)
LSD comparison C B A
2.00 Mean (Std dev) 2.29(2.19) 3.35(2.33) 4.17 2.15)
LSD comparison C B A
3.00 Mean (Std dev) 2.74 (2.44) 3.84(2.37) 4.62 (2.03)
LSD comparison C B A
4.00 Mean (Std dev) 2.93(2.59) 424 (2.42) 4.95 (1.99)
LSD comparison C B A
5.00 Mean (Std dev) 3.02 (2.65) 422247 5.01 (2.03)
LSD comparison C B A
6.00 Mean (Std dev) 2.88 (2.75) 4.20(2.52) 4.94 (2.08)
LSD comparison C B A
7.00 Mean (Std dev) 2.83(2.77) 4.12(2.49) 4.85(2.19)
LSD comparison C B A
8.00 Mean (Std dev) 2.74 (2.84) 4.04 (2.51) 4.72(2.23)
LSD comparison C B A
SPRID8  Mean (Std dev) 19.39 (16.55) 27.58 (15.33) 32.98 (12.84)
LSD comparison C B A
9.00 Mean (Std dev) 2.74 (2.88) 3.93 (2.63) 4.61 (2.31)
LSD comparison C B A
10.00 Mean (Std dev) 2.67 (2.84) 3.64 (2.66) 4.44 (2.42)
LSD comparison C B A
11.00 Mean (Std dev) 2.61 (2.87) 3.46 (2.68) 427 (2.50)
LSD comparison C B A
12.00 Mean (Std dev) 2.66 (2.88) 3.30(2.78) 4.11 (2.53)
LSD comparison C B A
SPRID12Z  Mean (Std dev) 30.11 (26.62) 42.28 (23.97) 50.72 (20.38)
LSD comparison C B A




Additional analyses

Table 47: Summary of the primary efficacy analysis resulits - Corrected 1TT, LOCF

LSMean (Std Dev) P-value

Study Variable Placebo Celecoxib 400mg/  Naproxen Na Celecoxib vs.
200mg q12br prn  550mg q12br pm Placebo
029 SPID(8) 6.46 (1.34) 10.10 (7.08) 11.52 (6.38) < 0.001
TOTPAR(8) 13.49(10.40) 18.38 (10.19) 20.62 (9.17) <0.001
030 SPID(8) 6.75 (6.86) 9.65 (6.33) 11.62 (5.76) < 0.001
TOTPAR(8)  13.35(10.11) 17.89 (9.39) 20.94 (7.97) <0.001

Table 48: Summary of the secondary efficacy analysis results - Corrected ITT, LOCF

Time
Sclojol~]—=|v]Iw]|slorlals]lelolsliZlS
—lwlaslolLiolo]ldlec]lSclssjeleslalals
w (== w o (=4 o o o (=4 o o o o S p=3 S

N49-98-02-129

PID » » » » L4 > *
PR » * - » *
PRlD »  J » * * » * » *
Duration *

N49-98-02-130

PID * ] * * * * ] *

PR *> * » *

PRID * * * » * * * * . * . .
Duration® *

* = Significantly different between SC-58635 and placebo treatment periods
* Time to Rescue Medication




Table 49: Pain Intensity Difference (PID, Categorical Scale, Extrapolated) Means, (Std
Dev), and Fisher’s Protected LSD Comparisons - Corrected 1TT, LOCF; N49-98-02-

129
[ Time | Description Placebo Celecoxib Naproxen Na

0.25 Mean (Std dev) 0.11 (0.39) 0.08 (0.40) 0.07 (0.39)
LSD comparison A A A

0.50 Mean (Std dev) 0.22(0.61) 0.29 (0.65) 0.38 (0.68)
LSD comparison B AB A

0.75 Mean (Std dev) 0.45 (0.73) 0.53(0.77) 0.64 (0.79)
LSD comparison B B A

1.00 Mean (Std dev) 0.65 (0.85) 0.74 (0.86) 0.90 (0.90)

: LSD comparison B B A

1.50 Mean (Std dev) 0.80 (1.00) 1.04 (0.95) 1.32 (0.94)
LSD comparison C B A

2.00 Mean (Std dev) 0.86 (1.06) 1.27 (0.98) 1.49 (0.96)
LSD comparison C B A

3.00 Mean (Std dev) 0.90 (1.08) 1.43 (1.03) 1.70 (1.02)
LSD comparison C B A

4.00 Mean (Std dev) 0.98 (1.12) 1.49 (1.06) 1.73 (0.98)
LSD comparison C B A

5.00 Mean (Std dev) 0.95(1.13) 1.51 (1.11) 1.74 (0.98)
LSD comparison C B A

6.00 Mean (Std dev) 0.94 (1.20) 1.50(1.13) 1.66 (1.02)
LSD comparison B A A

7.00 Mean (Std dev) 0.83 (1.16) 1.48 (1.14) 1.57 (0.99)
LSD comparison B A A 1

8.00 Mean (Std dev) 0.76 (1.16) 1.43 (1.19) 1.44(1.03) |
LSD comparison B A A !

SPID8 Mean (Std dev) 6.46 (6.38) 10.10 (7.08) 11.52(6.38)

LSD comparison C B A

9.00 Mean (Std dev) 0.75 (1.17) 1.35(1.17) 1.39(1.09)
LSD comparison B A A

10.00 Mean (Std dev) 0.74 (1.18) 1.31(1.18) 1.36 (1.09)
LSD comparison B A A

11.00 Mean (Std dev) 0.72(1.17) 1.25 (1.17) 1.31 (1.09)
LSD comparison B A A

12.00 Mean (Std dev) 0.68(1.17) 1.21(1.17) 1.25(1.13)
LSD comparison B A A

SPID12  Mean (Std dev) 9.39 (11.44) 15.32 (11.04) 16.93 (9.80)

LSD comparison C B A




Table 50: Pain Relief (PR, Extrapolated) Means, (Std Dev), and Fisher’s Protected LSD
Comparisons — Corrected ITT, LOCF; N49-98-02-129 )

Time Description Placebo Celecoxib l Naproxen Na
0.25 Mean (Std dev) 0.24 (0.57) 0.21 (0.59) 0.21 (0.59)
. LSD comparison A A A !
- 050 Mean (Std dev) 0.56 (0.90) 0.59 (0.91) 0.73 (1.0 ‘
LSD comparison A A A
0.75 Mean (Std dev) 1.00 (1.12) 1.06 (1.12) 1.18 (1.19)
LSD comparison A A A
1.00 Mean (Std dev) 1.35(1.25) 1.51(1.39) 1.67 (1.36)
LSD comparison B AB A
1.50 Mean (Std dev) 1.70 (1.42) 1.98 (1.42) 2.35(1.43)
LSD comparison C B A
.2.00 Mean (Std dev) 1.81 (1.53) 2.40 (1.48) 2.76 (1.36)
LSD comparison C B A
_ 300 Mean (Std dev) 1.84 (1.55) 2.61 (1.51) 3.01 (1.42)
LSD comparison C B A
4.00 Mean (Std dev) 1.97 (1.61) 2.68 (1.54) 305(1.42)
LSD comparison C B A
5.00 Mean (Std dev) 1.90 (1.64) 2.64 (1.60) 2.99 (1.46)
LSD comparison C ' B A
6.00 Mean (Std dev) 1.96 (1.69) 2.69 (1.58) 3.01(1.52)
LSD comparison B A A
7.00 Mean (Std dev) 1.80 (1.66) 2.67 (1.60) 2.82(1.49)
LSD comparison B A A
3.00 Mean (Std dev) 1.68 (1.71) 2.57 (1.62) 2.72(1.51)
LSD comparison B A A
TOTPARS Mean (Std dev) 13.49 (10.40) 18.38 (10.19) 20.62 (9.17) ‘
LSD comparison C B A .- !
9.00 Mean (Std dev) 1.64 (1.72) 2.45 (1.62) 2.64 (1.59) |
LSD comparison B A A
10.00 Mean (Std dev) 1.63 (1.73) 2.39(1.61) 2.60 (1.58)
LSD comparison B A A
11.00 Mean (Std dev) 1.57 (1.73) 2.28 (1.65) 2.50(1.57)
LSD comparison B A A
12.00 Mean (Std dev) 1.54 (1.72) 2.22(1.73) 245(1.59)
LSD comparison B A A
TOTPAR _Mean (Std dev) 19.94 (16.52) 27.89 (15.82) 30.94 (14.30)

12 LSD comparison B A A




Table 51: Pain Intensity Difference and Pain Relief (PRID, Categorical Extrapolated)
Means, (Std Dev), and Fisher’s Protected LSD Comparisons — Correct\ed ITT, LOCF;

N49-98-02-129 .
i"l“imc Description Placebo Celecoxib Naproxen Na
0.25 Mean (Std dev) 0.34 (0.89) 0.29 (0.91) 0.28 (0.89)
LSD comparison A A A
0.50 Mean (Std dev) 0.78 (1.43) 0.88 (1.49) 1.11 (1.63)
LSD comparison B AB A
0.75 Mean (Std dev) 1.45(1.77) 1.58 (1.81) 1.82 (1.91)
LSD companson B AB A
1.00 Mean (Std dev) 1.99 (2.02) 2.25(2.18) 2.63 (2.19)
LSD comparison B B A
1.50 Mean (Std dev) 2.50 (2.33) 3.02(2.29) 3.66 (2.28)
LSD comparison C B A
2.00 Mean (Std dev) 2.67 (2.51) 3.67 (2.38) 4.25(2.20)
LSD comparison C B A
3.00 Mean (Std dev) 2.74 (2.55) 4.04 (2.47) 4.71 (2.35)
LSD comparison C B A
4.00 Mean (Std dev) 2.95(2.65) 4.16 (2.53) 4.78 (2.32)
LSD comparison C B A
5.00 Mean (Std dev) 2.85(2.67) 4.15(2.63) 4.73 (2.36)
LSD comparison C B A
6.00 Mean (Std dev) 2.90 (2.82) 4.19(2.64) 4.66 (2.46)
LSD comparison B A A
7.00 Mean (Std dev) 2.63 (2.75) 4.14 (2.68) 4.38 (2.38)
LSD comparison B A A
8.00 Mean (Std dev) 244 (2.81) 4.00 (2.69) 4.16 (2.46)
LSD comparison ) B A A
9.00 Mean (Std dev) 2.39 (2.82) 3.80 (2.66) 4.03 (2.59)
LSD comparison B A A
10.00 Mean (Std dev) 2.36(2.83) 3.70 (2.65) 3.96 (2.59)
) LSD comparison B A A
11.00 Mean (Std dev) 2.29(2.83) 3.53(2.71) 3.81 (2.56)
LSD comparison B A A
12.00 Mean (Std dev) 2.22(2.30) 3.42(2.79) 3.70 (2.62)

LSD comparison B A A




Table 52: Pain Intensity Difference (P1D, Categorical Scale, Extrapolated) Means, (Std
Dev), and Fisher’s Protected LSD Comparisons - Corrected ITT, LOCF; N49-98-02-

130
I Time Description | Placebo Celecoxib Naproxen Na |
025 Mean (Std dev) 0.02 (0.36) 0.05 (0.22) 0.02 (0.29)
LSD comparison A A A
0.50 Mean (Std dev) 0.14 (0.57) 0.18 (0.52) 0.17 (0.48)
LSD comparison A LA A
0.75 Mean (Std dev) 0.23 (0.66) 0.32 (0.63) 041 (0.71)
LSD comparison B AB A
1.00 Meaun (Std dev) 0.42 (0.77) 0.55 (0.77) 0.76 (0.89)
LSD comparison B B A
1.50 Meaan (Std dev) 0.66 (0.84) 0.86 (0.89) 1.17(0.93)
LSD comparison C B A
2.00 Mean (Std dev) 0.77 (0.89) 1.16 (0.93) 1.45 (0.90)
LSD comparison C B A
3.00 Mean (Std dev) 0.96 (1.03) 1.35 (0.96) 1.65 (0.88)
LSD comparison C B A
4.00 Mean (Std dev) 1.05 (1.06) 1.52 (0.99) 1.77 (0.87)
LSD comparison C B A
5.00 Mean (Std dev) 1.07 (1.07) 1.50 (1.00) 1.77 (0.89)
LSD comparison C B A
6.00 Mean (Std dev) 1.01(1.14) 1.50(1.03) 1.76 (0.91)
LSD comparison C B A
7.00 Mean (Std dev) 1.01 (1.18) 1.44 (1.05) 1.73 (0.96)
LSD comparison C B A
8.00 Mean (Std dev) 0.98 (1.22) 1.41 (1.07) 1.68 (0.98)
LSD comparison C B A
SPID8 Mean (Std dev) 6.75 (6.86) 9.65 (6.33) 11.62 (5.76)
LSD comparison C B A
9.00 Mean (Std dev) 0.97 (1.23) 1.38(1.13) 1.65 (1.01)
LSD comparison C B A
10.00 Mean (Std dev) 0.95(1.22) 1.26 (1.15) 1.60 (1.07)
LSD comparison C B A
11.00 Mean (Std dev) 0.92 (1.22) 1.21(1.14) 1.53(1.10)
LSD comparison C B A
12.00 Mean (Std dev) 0.92 (1.20) 147 (1.16) 1.47 (1.09)
LSD comparison C B A
SPID12  Mean (Std dev) 10.55 (11.13) 14.76 (10.13) 17.97 (9.16)
LSD comparison C B A




Table 53: Pain Relief (PR, Extrapolated) Means, (Std Dev), and Fisher’s Protected LSD
Comparisons — Corrected 1TT, LOCF; N49-98-02-130

Time Description ) Placebo Celecoxib - Naproxen Na

0.25 Mean (Std dev) 0.16 (0.58) 0.14 (0.45) 0.16 (0.51)
LSD comparison A A A

0.50 Mean (Std dev) 0.39 (0.85) 0.44 (0.92) 0.47 (0.82)
LSD comparison A A A

0.75 Mean (Std dev) 0.67(1.10) 0.80 (1.07) 0.99 (1.16)
LSD comparison B B A

1.00 Mean (Std dev) 0.98 (1.25) 1.23(1.23) 1.52 (1.29)
LSD comparison C B A

1.50 Mean (Std dev) 1.42 (1.34) 1.72 (1.35) 2.25(1.38)
LSD comparison C B A

2.00 Mean (Std dev) 1.62 (1.38) 2.21(1.43) 267 (1.33)
LSD comparison C B A

3.00 Mean (Std dev) 1.89(1.49) 2.50 (1.46) 2.93(1.25)
LSD comparison C B A

4.00 Mean (Std dev) 2.00 (1.58) 271 (147) 3.12 (1.29)
LSD comparison C B A

5.00 Mean (Std dev) 2.03 (1.63) 2.69 (1.52) 3.16 (1.28)
LSD comparison C B A

6.00 Mean (Std dev) 1.96 (1.66) 2.68 (1.54) 3.11 (1.31)
LSD comparison C B A

7.00 Mean (Std dev) 1.93 (1.67) 2.67(1.53) 3.05(1.38)
LSD comparison C B A

8.00 Mean (Std dev) 1.87 (1.71) 2.62 (1.55) 2.95 (1.40)
LSD companson C B A

TOTPARS Mean (Std dev) 13.35 (10.11) 17.89(9.39) 20.94 (7.97)
LSD comparison C B A

9.00 Mean (Std dev) 1.86 (1.74) 2.53(1.61) 2.88 (1.48)
, LSD comparison C B A

10.00 Mean (Std dev) 1.84 (1.74) 2.41 (1.63) 2.81 (1.51)
LSD comparison C B A

11.00 Mean (Std dev) 1.81(2.76) . 230(1.66) 2.74 (1.55)
LSD comparison C B A

12.00 Mean (Std dev) 1.82(1.77) - 2.19(1.72) 2.62(1.58)
LSD comparison C B A

TOTPAR _ Mean (Std dev) 20.70(16.10) - 27.54 (14.51) 32.16 (12.62)

12 LSD comparison C B A




Table 54: Pain Intensity Difference and Pain Relief (PRID, Categorical Extrapolated)
Means, (Std Dev), and Fisher’s Protected LSD Comparisons — Corrected ITT, LOCF;
N49-98-02-130

Time i Description Placebo Celecoxib Naproxen Na
025 Mean (Std dev) 0.18 (0.87) 0.20 (0.63) 0.18 (0.69)
LSD comparison A . A . A
0.50 Mean (Std dev) 0.53 (1.36) 0.62 (1.35) 0.65 (1.21)
LSD comparison A A A
0.75 Mean (Std dev) 0.89 (1.67) 1.12 (1.62) 1.41 (1.79)
LSD comparison B B A
1.00 Mean (Std dev) 1.41 (1.93) 1.79 (1.91) 227 (2.10)
LSD comparison C B A
1.50 Mean (Std dev) 2.09(2.10) 2.58(2.13) 341(2.22)
LSD comparison C B A
2.00 Mean (Std dev) 2.39(2.19) 3.37(2.29) 4.12(2.15)
LSD comparison C B A
3.00 Mean (Std dev) 2.85 (2.43) 3.86 (2.33) 4.58 (2.04)
LSD comparison C B A
4.00 Mean (Std dev) 3.05 (2.56) 423(2.38) 4.89 (2.01)
LSD comparison C B A
5.00 Mean (Std dev) 3.10(2.62) . 4.20(2.45) 4.92 (2.08)
LSD comparison C B A
6.00 Mean (Std dev) 2.97 (2.73) 4.17 (2.50) 4.86 (2.13)
LSD companison C B A
7.00 Mean (Std dev) 2.94 (2.78) 4.11(2.51) 4.77 (2.25)
LSD comparison C B A
8.00 Mean (Std dev) 2.85 (2.86) 4.03 (2.55) 4.63 (2.30)
LSD comparison C ; B A
9.00 Mean (Std dev) 2.83 (2.90) 3.92 (2.66) 4.53 (2.39)
LSD comparison C B A
10.00 Mean (Std dev) 2.79 (2.90) 3.67(2.70) 4.41 (2.50)
: LSD comparison C B A
11.00 Mean (Std dev) 2.74(2.91) 3.51(2.72) 4.26 (2.56)
LSD comparison ] C B A
12.00 Mean (Std dev) 2.74 (2.90) 3.32(2.80) 4.09 (2.59)

LSD comparison C B A




Table 55: Summary of the primary efficacy analysis results — Cycle 1 only, LOCF

LSMean (Std Dev) P-value
Study  Vanable Placebo Celecoxib 400mg/  Naproxen Na Celecoxib vs.
200mg q12hr prn  550mg q12hr pm Placebo
029 _ SPID(8) 6.74 (1.23) 11.42 (5.95) 11.20 (6.27) <0.001
TOTPAR(S) _ 13.95(10.92) __ 20.87(9.11) 20.36 (9.23) 0.001
030 _ SPID(3) 6.70 (6.14) 9.18 (6.16) 12.11 (6.01) 0.037
TOTPAR(8) _ 13.71 (9.63) 18.79 (8.86) 20.84 (7.59) 0.008 i

Table 56: Summary of the secondary efficacy analysis results - Cycle 1 only, LOCF

Time
Slelel—~i—irvlvirlviolxjeijelaslizlo
—jolasldstlwlolaolaloloja2lel2lalals
nloluw|lolo|o]|lo]lo]lo]Sslaolaelal8lI&]8

N49-98-02-129
PID » » * L * . - * *® *
PR . Py . . - * *
PRID N * - * * * - * .
Duration *
Onset
IN49-98-02-130
PID E ] * » *
PR * * pe » *
PRID b * .
Duration®
Onset’

* = Significantly different between SC-58635 and placebo treatment periods

* Timne to Rescue Medication

® Time to Onset Perceptible Pain Relief




Table 57: Pain Intensity Difference (PID, Categorical Scale, Extrapolated) Means, (Std

Dev), and Fisher’s Protected LSD Comparisons — Cy

ycle 1 only, LOCF; N49-98-02-129

Time Description Placebo Celecoxib Naproxen Na ]

0.25 Mean (Std dev) 0.12(0.32) 0.16 (0.42) 0.06(038) -
LSD comparison A A A .

0.50 Mean (Std dev) 0.16 (0.42) 0.52 (0.62) 0.41 (0.67)
LSD comparison B A A -

0.75 Mean (Std dev) 0.48 (0.67) 0.78 (0.71) 0.66 (0.73)
LSD comparison A A A

1.00 Mean (Std dev) 0.68 (0.81) 0.99 (0.84) 1.05 (0.81)
LSD comparison A A A

1.50 Mean (Std dev) 0.79 (0.95) 1.39(0.79) 1.48 (0.77)
LSD comparison B A A

2.00 Mean (Std dev) 0.38 (1.07) 1.53 (0.81) 1.53 (0.93)
LSD comparison B A A

3.00 Mean (Std dev) 0.95 (1.05) 1.62 (0.88) 1.66 (0.94)
LSD companison B A A

4.00 Mean (Std dev) 1.00 (1.08) 1.67 (0.90) 1.66 (0.98)
LSD comparison B A A -

5.00 Mean (Std dev) 098(1.11) 1.64 (0.91) 1.66(1.01) |
LSD comparison B I A A 1

6.00 Mean (Std dev) 1.00 (1.14) 1.58 (0.96) 1.57 (1.06)
LSD comparison B A A

7.00 Mean (Std dev) 0.89 (1.09) 1.57 (1.01) 1.48 (1.00)
LSD comparison B A A

8.00 Mean (Std dev) 0.83 (1.05) 1.52 (1.04) 1.22 (1.09)
LSD comparison B A AB

9.00 Mean (Std dev) 0.81 (1.04) 1.43 (1.07) 1.13(1.19)
LSD comparison B A AB

10.00 Mean (Std dev) 0.87 (1.06) 1.32 (1.02) 1.06 (1.17)
LSD comparison A A A )

11.00 Mean (Std dev) 0.85 (1.06) 1.21 (1.07) 1.00 (1.12)
LSD comparison A A A

12.00 Mean (Std dev) 0.79 (1.04) 1.10 (1.06) 0.94 (1.15)
LSD comparison A A A




Table 58: Pain Relief (PR, Extrapolated) Means, (Std Dev), and Fisher’s Protected LSD

Comparisons — Cycle 1 only, LOCF; N49-98-02-129

| Time Description | Placebo Celecoxib Naproxen Na

0.25 Mean (Std dev) 0.28 (0.53) 0.28 (0.67) 0.31 (0.69)
LSD comparison A A A

0.50 Mean (Std dev) 0.56 (0.69) 0.90 (0.98) 0.86 (1.05)
LSD comparison A A A

0.75 Mean (Std dev) 1.15(1.12) 1.38 (1.11) 1.26 (1.15)
LSD comparison A A A

1.00 Mean (Std dev) 1.46 (1.28) 1.91 (1.42) 1.81 (141)
LSD comparison A ‘A A

1.50 Mean (Std dev) 1.74 (1.36) 2.53(1.19) 2.50(1.37)
LSD comparison B A A

2.00 Mean (Std dev) 1.80 (1.53) 2.88(1.23) 2.81 (1.31)
LSD comparison B A A

3.00 Mean (Sid dev) 1.93(1.57) 2.96 (1.31) 2.96 (1.41)
LSD companison B A A

4.00 Mean (Std dev) 2.04 (1.67) 3.05(1.32) 3.01 (1.43)
LSD comparison B A A

5.00 Mean (Std dev) 1.89 (1.67) 2.93(1.42) 2.96 (1.50)
LSD comparison B A A

6.00 Mean (Std dev) 2.02(1.76) 2.89 (1.45) 2.99 (1.67)
LSD comparison B A A

7.00 Mean (Std dev) 1.89 (1.73) 2.88 (1.46) 2.57(1.59)
LSD comparison B A A

8.00 Mean (Std dev) 1.81 (1.79) 2.76 (1.51) 2.46 (1.58)
LSD companson B A AB

9.00 Mean (Std dev) 1.72 (1.77) 2.65 (1.51) 2.30 (1.68)
LSD comparison B A AB

10.00 Mean (Std dev) 1.81 (1.79) 2.49 (1.49) 2.19(1.61)
LSD comparison A A A

11.00 Mean (Std dev) 1.72 (1.81) 231 (1.58) 2.13(1.58)
LSD comparison A A A

12.00 Mean (Std dev) 1.68 (1.77) 222(1.67) 2.13(1.57)
LSD comparison A A A




Table 59: Pain Intensity Difference and Pain Relief (PRID, Categorical Extrapolated)
Means, (Std Dev), and Fisher’s Protected LSD Comparisons — Cycle 1 only, LOCF;
N49-98-02-129 .

Time Description Placebo Celecoxib Naproxen Na

0.25 Mean (Std dev) 0.40 (0.77) 0.43 (1.04) 0.37(0.94) -
LSD comparison : A A A
0.50 Mean (Std dev) 0.72 (0.99) 1.42 (1.53) 1.26 (1.63)
LSD comparison B A A
0.75 Mean (Std dev) 1.63 (1.72) 2.16(1.74) 1.91 (1.77)
LSD comparison A A A
1.00 Mean (Std dev) 2.15(2.03) 2.90 (2.18) 2.86 (2.15)
LSD comparison A A A
1.50 Mean (Std dev) 2.53(2.24) 3.92 (1.90) 3.98 (2.05)
LSD comparison - B A A
2.00 Mean (5td dev) 2.68 (2.54) 4.41 (1.95) 4.34 (2.05)
LSD companison B A A
3.00 Mean (Std dev) 2.87 (2.56) 4,58 (2.10) 4.62 (2.25)
LSD comparison B A A
4.00 Mean (Std dev) 3.04 (2.68) 4.72(2.15) 4.67 (2.35)
LSD comparison B A A
5.00 Mean (Std dev) 2.87 (2 68) 4.57(2.25) 4.62 (2.42)
LSD companson B A A
6.00 Mean (Std dev) 30.2 (2.85) 4.47 (2.35) 4.57 (2.63)
LSD comparison B A A
7.00 Mean (Std dev) 2.79 (2.77) 4.44 (2.41) 4.04 (2.42)
LSD comparison B A A i
8.00 Mean (Std dev) 2.64 (2.78) 4.28 (2.50) 3.68(259) |
LSD comparison B - A AB
9.00 Mean (Std dev) 2.53(2.73) 4.08 (2.49) 3.43(2.79)
LSD comparison B A AB
10.00 Mean (Std dev) 2.68 (2.77) _3.80(2.43) 3.26 (2.68)
LSD comparison A A A
11.00 Mean (Std dev) 2.57 (2.80) 3.52(2.57) 3.13 (2.61)
LSD comparison . A A A
12.00 Mean (Std dev) 2.47 (2.72) 3.32(2.65) 3.06 (2.61)

LSD comparison A A A




Table 60: Pain Intensity Difference (PID, Categorical Scale, Extrapolated) Means, (Std
Dev), and Fisher’s Protected LSD Comparisons - Corrected 1TT, LOCF; N49-98-02-

130
Time Description ] Placebo " Celecoxib Naproxen Na
0.25 Meaan (Std dev) 0.00(030) : 0.17(0.38) 0.02 (0.26)
LSD comparison B : A ' B
0.50 Mean (Std dev) 024057y i  0.19(0.55) 0.20 (0.50)
LSD comparison A A AA
0.75 Mean (Std dev) 0.39 (0.65) 0.36 (0.73) 0.47 (0.69)
LSD comparison A A A
1.00 Mean (Std dev) - 055(0.73) . 060(0.77) 0.80 (0.97)
LSD comparison A : A A
1.50 Mean (Std dev) 079(0.79) ., 0.79(0.81) 1.18 (1.01)
LSD comparison A : A A
2.00 Mean (Std dev) 0.89(0.80) ~° 1.12(0.92) 1.50 (0.95)
LSD comparison B AB A
3.00 Mean (Std dev) 1 0.98(0.88) 1.26 (0.94) 1.76 (0.91)
LSD comparison i B ' B A
4.00 Mean (Std dev) 1.07(098) ° 1.43(0.97) 1.87 (0.89)
LSD comparison B A A
5.00 Mean (Std dev) 1.05(1.01)  143(1.04) 1.80 (0.94)
LSD comparison B A A
6.00 Mean (Std dev) " 0.89(1.10) 1.43 (1.06) 1.84 (0.93)
LSD comparison J B A A
7.00 Mean (Std dev) I 0.87(1.13) 1.36 (1.06) 1.80 (0.94)
LSD comparison I B A A
8.00 Mean (Std dev) 1 0.85(1.15) 1.24 (1.10) 1.71 (0.92)
LSD comparison ! B AB A
9.00 Mean (Std dev) 0.83 (1.20) 1.17(1.21) 1.67 (1.02)
LSD comparison B AB A
10.00 Mean (Std dev) 091 (1.24) 0.90(1.16) 1.64 (1.05)
LSD comparison B B A
11.00 Mean (Std dev) 0.93 (1.22) 0.83(1.15) 1.53(1.10)
LSD comparison B B A
12.00 Mean (Std dev) 0.96 (1.21) 0.76 (1.21) 1.47 (1.08)

LSD comparison AB B A




Table 61: Pain Relief (PR, Extrapolated) Means, (Std Dev), and Fisher’s Protected LSD
Comparisons — Corrected 1TT, LOCF; N49-98-02-130

{ Time Description Placebo Celecoxib | Naproxen Na

0.25 Mean (Std dev) 0.20 (0.54) 0.31(0.64) 0.18 (0.58)
LSD comparison A A A

0.50 Mean (Std dev) 0.59 (0.91) 0.60 (1.13) ' 0.51(0.89)
LSD comparison A A : A

0.75 Mean (Std dev) 0.97 (1.20) 0.99(1.23) 1.01 ().14)
LSD comparison A A . A

1.00 Mean (Std dev) -1.24 (1.25) 1.50(1.29) 1.58 (1.31)
LSD comparison A A A

1.50 Mean (Std dev) 1.68 (1.29) 1.79 (1.30) 2.13(1.36) -
LSD comparison A A A

2.00 Mean (Std dev) 1.91 (1.30) 2.32(1.41) 2.59(1.35)
LSD comparison A A A

3.00 Mean (Std dev) 2.00 (1.40) 2.57(1.40) 2.96 (1.23)
LSD comparison B A A

4.00 Mean (Std dev) 2.07 (1.51) 2.83(1.36) 3.17 (1.15)
LSD comparison B A A

5.00 Mean (Std dev) 1.94 (1.62) 2. 86 (1.46) 3.13(1.18)
LSD comparison B A A

6.00 Mean (Std dev) 1.85 (1.67) 2.81(1.45) 3.13(1.22)
LSD comparison B A A

7.00 Mean (Std dev) 1.82 (1.66) 2.74(1.47) 3.00 (1.26)
LSD comparison B A A

8.00 Mean (Std dev) 1.74 (1.64) 2.62 (1.53) 2.84 (1.31)
LSD comparison B A A

9.00 Mean (Std dev) 1.70(1.72) . 2.43(1.6)) 278 (1.41)
LSD companson B A A

10.00 Mean (Std dev) 1.80 (1.77) 2.07 (1.58) 2.69 (1.44)
LSD companson B AB A

11.00 Mean (Std dev) 1.83 (1.78) 1.93 (.61) 2.64 (1.49)
LSD comparison B B A

12.00 Mean (Std dev) 1.85 (1.80) 1.83(1.70) 2.53 (1.55)

LSD comparison A A A




Table 62: Pain Intensity Difference and Pain Relief (PRID, Categorical Extrapolated)
Means, (Std Dev), and Fisher’s Protected LSD Comparisons — Corrected 1TT, LOCF;
N49-98-02-130

Time Description 1 Placebo Celecoxib Naproxen Na |

025 Mean (Std dev) 0.20 (0.75) 0.48 (0.99) 0.20 (0.76)
LSD comparison A A A

0.50 Mean (Std dev) 0.83 (1.40) 0.79 (1.62) 0.71 (1.34)
LSD comparison A A A

0.75 Mean (Std dev) 1.36 (1.77) 1.34 (1.90) 1.48 (1.78)
LSD comparison A A A

1.00 Mean (Std dev) 1.79 (1.88) 2.10(2.10) 2.38 (2.19)
LSD comparison A A A

1.50 Mean (Std dev) 2.47(1.99) 2.57(2.57) 3.31(2.28)
LSD comparison A A A

2,00 Mean (Std dev) 2.80(2.02) 3.44(3.49) 4.09 (2.21)
LSD comparison B AB A

3.00 Mean (Std dev) 2.98 (2.21) 3.83 (2.26) 4.71 (2.05)
LSD comparison B AB A ’

4.00 Mean (Std dev) 3.13(2.40) 4.26 (2.25) 5.03 (1.95)
LSD comparison B A A

5.00 Mean (Std dev) 2.98 (2.55) 4.29 (2.43) 4.93 (2.03)
LSD comparison B A A

6.00 Mean (Std dev) 2,714 (2.71) 4.24 (2.46) 498 (2.04)
LSD comparison B A A

7.00 Mean (Std dev) 2.68 (2.72) 4.10 (2.45) 4.80 (2.12)
LSD comparison B A A

8.00 Meéan (Std dev) 2.59 (2.71) 3.86 (2.57) 4.56 (2.15)
LSD comparison B A A

9.00 Mean (Std dev) 2.52 (2.85) 3.60 (2.76) 4.44 (2.33)
LSD comparison B AB A

10.00 Mean (Std dev) 2.72 (2.96) 2.98 (2.63) 4.33 (2.38)
LSD comparnison B B A

11.00 Mean (Std dev) 2.76 (2.95) 2.78 (2.69) 4.18 (2.50)
LSD comparison B B A

12.00 Mean (Std dev) 2.80 (2.95) 2.60(2.83) 4.00 (2.53)

LSD comparison A A A




Figures
Post-Surgical Studies

Figure 1: Pain Intensity Difference (PID, Categorical Scale, Extrapolated); LOCF,
N49-98-02-082
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Figure 2: Pain Relief (PR, Extrapolated) Means, (Std Dev); LOCF, N49-98-02-082
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Figure 3: Pain Intensity Difference and Pain Relief (PRID, Categorical Extrapolated);
LOCF, N49-98-02-082
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Figure 4: Pain Intensity Difference (PID, Categorical Scale, Extrapolated); BOCF,
N49-98-02-082
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Figure 5: Pain Relief (PR, Extrapolated) Means, (Std Dev); BOCF, N49-98-02-082
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Figure 6: Pain Intensity Difference and Pain Relief (PRID, Categorical Extrapolated);
BOCF, N49-98-02-082
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Figure 7: Pain Intensity Difference (PID, Categorical Scale, Extrapolated); LOCF,
N49-98-02-083
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Figure 8: Pain Relief (PR, Extrapolated) Means, (Std Dev); LOCF, N49-98-02-083
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Figure 9: Pain Intensity Difference and Pain Relief (PRID, Categorical Extrapolated);
LOCF, N49-98-02-083
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Figure 10: Pain Intensity Difference (PID, Categorical Scale, Extrapolated); BOCF,
N49-98-02-083 .
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Figure 11: Pain Relief (PR, Extrapolated) Means, (Std Dev); BOCF, N49-98-02-083
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Figure 12: Pain Intensity Difference and Pain Relief (PRID, Categorical Extrapolated);
BOCF, N49-98-02-083
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Figure 13: Pain Intensity Difference (PID, Categorical Scale, Extrapolated);
N49-98-02-085
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Figure 14: Pain Relief (PR, Extrapolated) Means, (Std Dev); N49-98-02-085
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Figure 15: Pain Intensity Difference and Pain Relief (PRID, Categorical Extrapolated);
N49-98-02-085
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Figure 16: Pain Intensity Difference (PID, Categorical Scale, Extrapolated); BOCF,

N49-98-02-085
s URAN P10 DOORES OYER TIWE
T 898 ruaceas A4 sc-astes seons ' l
- €—0—0- NYDROOODGNS I9NE/ACSTANINOPNIEN S8Sw¥e
1.8-
t.l{
) l.l;:
s.3-
.' . :—' | A L] LS ¥ L LI T v T v ¥ v & -y ML I § ¥ LA
[ ] 9.9 A ] =9 } ] ® 4 [ ] [ : 4 [ ]

Timp {Nowrs)

Figure 17: Pain Relief (PR, Extrapolated) Means, (Std Dev); BOCF, N49-98-02-085
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Figure 18: Pain Intensity Difference and Pain Relief (PRID, Categorical Extrapolated);
BOCF, N49-98-02-085
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Figure 19: Pain Intensity Difference (PID, Categorical Scale, Extrapolated);
N49-98-02-086
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Figure 20: Pain Relief (PR, Extrapolated) Means, (Std Dev); N49-98-02-086
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Figure 21: Pain Intensity Difference and Pain Relief (PRID, Categorical Extrapolated);
N49-98-02-086
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Figure 22: Pain Intensity Difference (P1D, Categorical Scale, Extrapolated); BOCF,
N49-98-02-086
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Figure 23: Pain Relief (PR, Extrapolated) Means, (Std Dev); BOCF, N49-98-02-086
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Figure 24: Pain Intensity Difference and Pain Relief (PRID, Categorical Extrapolated);

BOCF, N49-98-02-086
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Figure 25: Time to Rescue Medication; N49-98-02-082
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Figure 26: Time to Onset of Analgesia; N49-98-02-082
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Figure 27: Time to Rescue Medication; N49-98-02-083
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Figure 28: Time to Onset of Analgesia; N49-98-02-083
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Figure 29: Time to Rescue Medication; N49-98-02-085
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Figure 30: Time to Onset of Analgesia; N49-98-02-085
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Figure 31: Time to Rescue Medication; N49-98-02-086
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Figure 32: Time to Onset of Analgesia; N49-98-02-086
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Primary Dysmenorrhea Studies

Figure 37: Pain Intensity Difference (PID, Categorical Scale, Extrapolated);
N49.98-02-129
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Figure 38: Pain Relief (PR, Extrapolated) Means, (Std Dev); N49-98-02-129
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Figure 39: Pain Intensity Difference and Pain Relief (PRID, Categorical Extrapolated);
N49-98-02-129
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Figure 40: Pain Intensity Difference (P1D, Categorical Scale, Extrapolated);
N49-98-02-130
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Figure 41: Pain Relief (PR, Extrapolated) Means, (Std Dev); N49-98-02-130
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Figure 42: Pain Intensity Difference and Pain Relief (PRID, Categorical Extrapolated);
N49-98-02-130
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Patlent Praction

Figure 43: Time to Rescue Medication; N49-98-02-129
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Figure 44: Time to Onset of Analgesia; N49-98-02-129
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Petient Fraction

Figure 45: Time to Rescue Medication; N49-98-02-130
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Figure 46: Time to Onset of Analgesia; N49-98-02-130
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Additional analyses

Figure 51: Mean of PID based on 3 cycles and 1 cycle, LOCF; N49-98-02-130
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Figure 52: Mean of PR based on 3 cycles and 1 cycle, LOCF; N49-98-02-130
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